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The international medical humanitarian organizatidoctors Without Borders/Médecins Sans Frontieres
(MSF) began introducing hepatitis C (HCV) treatmémtseveral patients in India in 2013, and is ia th
process of scaling up treatment for HCV in sevadalitional countries. MSF plans to use directractnti-
viral medicines that have recently come to markat have the potential to revolutionize treatmentgieople
living with HCV. One critical drug that MSF willrpcure for use in its treatment programmes is $ofas,
which was launched by Gilead Sciences in 2013 janmhrketed aSovaldi

Until recently, Gilead was the sole producer ofosblivir. Governments, MSF and other treatment pevei
have therefore been dependent on the willingnetiseofompany to make this urgently-needed drudateai
and accessible. Generic versions of sofosbuvir haeently been launched by a number of generics
companies in India, Bangladesh, Nepal and Egyptwdder, these generic versions are not yet widely
registered, and some of the companies that hanehad generic versions are also required to intredunti-
diversion measures because of the voluntary lictmeesigned with Gilead. Furthermore, since thgseeric
versions are not yet approved by a stringent régylauthority, nor have completed WHO quality esvi
(‘prequalification’), some governments and treatmproviders will not yet use these products in rthei
treatment programmes.

In the course of discussions with Gilead to puretthe drug, MSF has learned that the company mtitute

an ‘anti-diversion’ programme in developing cousdrithrough its distributors and licensees (generics
companies that have signed a voluntary license @Gitbad) to prevent what they characterize as tissiple
‘bulk diversion’ or re-sale of such medicines freow- or middle-income countries to high-income clrigs.

With this programme, Gilead is demanding that paésieand treatment providers in developing countries
comply with a web of onerous and potentially harngtocedures that aim to preserve Gilead's abtlity
charge exorbitant prices in developed countriesg¢upS$1,000 per pill, or $84,000 per treatmentsel

Gilead’'s programme violates patient privacy andoaoainy, undermines confidentiality of patient data,
introduces coercion and policing upon medical pexs and may result in treatment interruptions for
patients, leading to treatment resistance andr&ilys far as is known to MSF, such a programmeijvaied
solely by commercial interests, is unprecedented.

Registration of the drug is already being fastkeacin a number of high-burden countries—for exampl
registration is complete in Egypt, nearing completin Pakistan, and India is considering it—so &ils
programme could impact patients in a number of t@snin very short order.

MSF has learned the following information about @inéi-diversion programme:

Overview of the Gilead anti-diversion programme

1. Access from a Gilead distributor or a treatmentvigler is on a named-patient basis, with proof of
identification, citizenship and residence as ppigtes.

2. Each pill bottle, before being dispensed to théepatwill have a QR code printed/engraved onat thas
embedded information, including the patient’s naand address. Information in the QR code can be read
with a smartphone, enabling Gilead or its repregess to track patient information. Gilead will able
to demand tracking information and status regartlireguse of the medicine from treatment providérs a
any time and will have the unrestricted right te sach information for any purpose.



3. The patient will have to sign an agreement agreemgeturn the empty bottle/s before the next

dispensation or sale of the drug is approved omestl.

The medicine will be given to the patient bottle imttle after their personal information is entenet

the QR code on the bottle. In addition to the mipsion, proof of identification will be requiredf the
distributor to supply the drug to the patient. &atis are prohibited from obtaining multiple bottlés
example three bottles or six bottles at once, whicluld ease the burden on patients and treatment
providers. Before a patient can get the next boftleofosbuvir from the local distributor, the et must
bring back or courier the empty bottle of sofosbueithe distributor. In Pakistan, where there tarbe

no retail sales across the different provincesedfls distributor will courier the medicine to petis
bottle by bottle.

The drug is starting to be registered by drug ratguy authorities in developing countries, and &ile
could introduce this program with all local distribrs. Gilead included an anti-diversion claus¢him
voluntary license agreements it signed with Indg@meric manufacturers in September 2014, and is
attempting to get generic suppliers to implemesitalar programme.

Key concerns with Gilead’s anti-diversion programme

There are serious ethical concerns with the prappsegramme:

1.

The programme includes burdensome and ethicallycagmable pre-conditions, for example the
provision of sensitive information for each patiereding the drug, including name, citizenship faabf
of address, to a third party (i.e. Gilead) not ired in patient care.

The programme raises serious concerns with respdbe confidentiality of patients and may open the
door for Gilead or its distributors to collect sigine data on patients and their clinical outcomathout
their consent. One of the key questions is likelype how confidentiality of patient records will be
protected given that under the programme, Gileay have access to prescriptions and other medical
documents, which could include mental health diagnoHIV status, history of drug use and other
sensitive information.

The programme interferes with the traditional dogtatient relationship by placing a third party
distributor in the middle of decisions taken by twocand patient with respect to administration lod t
drug. An industry representative (which Gilead &aisl will be called a ‘patient support executivesuld
interfere with the treatment decision process,uidiclg drug allocation and the decision to extensl th
treatment from three months to six months, or ebendecision to stop the supply of medicine if the
medicine bottle is misplaced or lost.

Making access to treatment dependent on proof aitification, citizenship and residence could @eat

conditions that lead to the exclusion of vulnerablel marginalized communities such as refugees,
injecting drug users, poor economic migrants, heseel persons or those with unstable living

arrangements.

Sale or dispensation bottle by bottle, with theeptal to withhold from the patient the next mosth’
quota, has a coercive and policing element. Anyireqent imposed by a commercial entity, such as
Gilead, that restricts the approach a patient adopttake medicines is a violation of the patient's
autonomy and privacy, and also places an unduechuod the patient vis-a-vis a third party that has
enormous power over the patient’s health and wathgp This also undermines the ethical princiges
non-maleficence and beneficence that health canddmrs must observe.

The requirement on dispensation of the medicinailshaot exceed what drug regulatory authorities
require for medicines to be sold or provided urgtescription.



7. The programme imposes a heavily controlled systeahwill affect accessibility of the drug in bothet
public and private sectors, potentially restrictitagk-shifting by treatment providers, and reqgirin
families of patients and clinicians to spend coasatlle amounts of time meeting conditions to ensure
they can obtain the next bottle of medicine on time

8. The program interferes with the free movement amadlel in patented medicines allowed between
developing countries — and in particular from lokiep to high-price jurisdictions. Such a mechanism
known agparallel importation is enshrined in legal flexibilities in domestiawls of many countries and is
an important measure to improve access to supplyeoe reduction of medicines.

9. This system will interfere with a customs rule edllthetraveler's exemption Usually customs rules
allow travel to another country with personal usardities; a rule of thumb is about a 90-day supply
The person must have a prescription, or writterh@ugation, showing that the medicine or medical
device is for personal treatment. But if dispemsats bottle by bottle, Gilead’s programme willérfere
with this flexibility.

Conclusion

This programme has been expanded beyond Gileadsadistributors to now include the 11 Indian geceer
manufacturers that have signed a voluntary liceaewing them to produce and sell generic versiohs
Gilead’'s new antivirals in at least 91 low- and didincome countries. Gilead has not yet completed
negotiations on how generic company licensees imifllement the anti-diversion programme, pursuant to
Article 6.1 A of the voluntary license

Generic pharmaceutical companies such as Cadifda,diletero, Mylan, Ranbaxy, Natco, Aurobindo and
others who are licensees of Gilead's are gearingoupaunch more affordable generic versions. These
companies can distinguish their product from Saualth their own trade names, packaging and cotauof

the pill, and should clearly reject any anti-diversplan that hinders patient access to generisiomes of the
drug.

In the case of MSF's access to the drug in Pakistadiscussions with the local supplier and Gilethere
has been an agreement in principle on conditioatsdb not require provision of patient names. Hoavgethe
full range of conditions of the programme will appb the millions of other patients affected by H@V
Pakistan.This programme has the potential to bg detrimental to patient care. It will be applied t
individual patients who may be extremely disemp@aeand will be forced to agree to problematic ctiowls
before they can access treatment. If unoppose@acd anti-diversion measures will restrict accasd
impede scale-up of treatment for HCV in high-burdeantries.

Gilead must provide greater transparency and irdbdon about this controversial programme. MSF has
called upon Gilead to eliminate the programme witehas been established, terminate on-going naiiymtis

with other governments to introduce such programraed amend any signed voluntary license agreements
so that generics companies do not have to impleamitliversion measures.

! Anti-Diversion Program. Licensee shall provide @dewith written notice 6 months prior to its anifed first sale of Product in each country within
the Territory. Following Gilead's receipt of sucbtite, the parties shall discuss in good faith ot that Licensee may implement to minimize
diversion of Product outside of such country, idahg by using commercially reasonable efforts isuging Product is sold direct to patients within
such country, as may be determined by the pafiasa country by country basis, if requested by #silat any time either prior to Licensee’s sale of
any Product in such country or at any time theezafthe parties shall discuss and agree upon &ewrénti-diversion plan that Licensee shall
implement to ensure Product is not diverted ouswath country (for each such country, the “Anti-D8ien Plan”). Gilead shall have the right to
prohibit Licensee’s sale of Product to any coulting “Subject Country”) within Territory if it reagably believes that material quantities of Product
are being sold, transferred or otherwise divertethfsuch Subject Country outside the Territory byviling written notice thereof to Licensee (each
such notice, a “Diversion Notice”). Except as mayrtecessary for patients within any Subject Countrg have previously initiated their treatment
with Product to complete such treatment, upon Lseefs receipt of a Diversion Notice, Licensee simathediately cease all sales of Product in, and
imports of Product to, the Subject Country (iegjttls covered by such Diversion Notice until suahetthat Gilead and Licensee have developed an
Anti-Diversion Plan for such Subject Country (ielsicensee shall not enter into any contractualrayeaents or commitments that would prevent it
from fulfilling its obligations under this Sectiél(a).
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